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DEPAPIMEm' OP HEALTH .AND IIlJIvlAN SERVICES 
PUBLIC IIEAL'I'E SERVICE 

NA'lICNAL Il"JSTITllTES Q~ HEALTH 

llliCOMBlNANT DNA ADVISORY COMMITTEE 

MINUTES CF ~E'ITN31 

JUNE 28, 1982 

'!he Recanbinant ct\IA Jldvioory Ccmmi ttee (RAC) was convenErl for its twenty-f ifth 
meeting at 9:00 a.m. on June 28, 1982, in Wilson Hall, Building 1, National 
Institutes of Health, 9000 Rockville Pike, Bethesda, Marylanl 20205. 
Mr. Ray Thornton (Cbaiman), President, Arkansas State University, preside:1. 
In accordance with fublic Law 92-463, the meeting was open to the public. 

Conmrittee members present for all or part of the meeting were: 

Abdul Karim Ahmed; D3.vid Bal tirrore; Kenneth Berns; Winston Brill; L. Albert ful02; 
David Friedmani Richard C~ldstein; Jean Harris; King Holmes; Myron Levine; David 
Martini James Maoon; Gerard McGarrity; Robert McKinney; Robert Mi t:chelli Elena 
Nightingale; Ramon Pinon; Mark Saginori John Scandaliosj Pieter Wensink; and 
William J. Gartlard, Jr., Execut i ve Secretary. 

A Committee roster is attached. (Attachment I) 

The following non-voting members and liaison representatives were present: 

George Duda, D=partment of Energy; Herman Lewis, National Science Foundation; 
Henry Miller, National Center for Drugs am Biolcq ics, FQI\ i am Sll2 Thli n, 
u.S. Departrrent of Agriculture. 

Other National Institutes of Health staff present were: 

Stanley Barban, NIAID; Manuel Barbeito, OD; W. EhTrrett Barkley, OD: Becky Connors, 
NIAID; Irvin::; celapF€, NIAIDi Susan CbtteSIl'an, NCI; John Irwin, aD; Elizabeth 
Milewski, NIAID; John Nutter, NIAIDi Robert Schreiber, NIAIDi Bernard Talbot, NIAIDi 
am Charles Wise, NIAID. 

I'llie RAC is alvioory to the NIH, am its reccrnm2rdations smuld not be 
considerEd as final am acceptEd. The Office of Recanbinant rNA Activi ties 
should be consulted for NIH policy on specific issues. 
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Others in attendance for all or part of the meeting were: 

William Beisel, Deparbrent of Defense ~ Irene Brandt, Eli Lilly & Canpany; Rol:ert 
Brey I Genex Cotp:>rationi Steve Budiansky, Nature Magazine; Chia T. Chen, OSfl/\, 
U.S. Deparbrent of Labor; Scott Coleridge, Milli}:Ore Corroration~ Paula Dw~r, 
McGraw Hilli Gershon Fistbein, Genetic EngineeriT)) Letter; .k>hn Galet, 
Schering-Ploogh CorpJration; Ridtard Geoghegan, E. 1. D.1 fbnt IE Nerrours and 
CanP=II!Yi Tan M. Helscher, M:>nsanto Canpany; Tinothy Henry, Health Industry 
Manufacturirg Association; Philip Hilts, Washington Post; Evelyn Hurlburt, 
Johns fbpkins thiversi ty; I):)rothy JesSJP, U.S. Department of Agriculture; 
Judith A. Johnson, Library of Congress; Mary Jane Johns::>n, Pall Coqoration; 
Attila Fader, Ftx:rl am Ikug Mministrationi Geoffrey Farny, Office of Tedmolcgy 
Assessment; Michael larsen, O:::cup:ltional Safety & Health Administration; 
Carter Leonard, Blue Sheet: D. S. MClbry, Pfizer, Inc.; James McCullCllgh, 
Library of Congress; Jarres Mikulak, State Department; Mary Moclre, Millirore 
Corporation; Harvey Price, Industrial BiotechnolCXJY Asrociation; Rich Rirg, 
Genentech, Inc.; Marvin Rogul, EnvirollllEntal Protection Agency; Sandra Rol1.'5pies, 
Genentech, Inc.: Harold Schmeck, New York Times; Marjory Sun, Science Magazine; 
Charles Turbyville, NIH Week: Da.ve Wareheim, 3nithKline Beekman Corroration; 
ani Olarles Weiner, Massachusetts Institute of Technol<:X3Y. 



I • CALL 'IO ORDER 

The Chainnan, Mr. Ray Thornton, called the meetirg to orner at 9:00 a.m. 
on June 28, 1982. He asked Or:'. Ahmed to review the minutes of the 
February 8-9, 1982, RAe meetirg. 

II. MINUTES OF TIlE FEBRUARY 8-9, 1982 MEE'l'IN.; 
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Dr. Ahmed said the draft minutes (tA:) 1073) of the February 8-9, 1982, RAe 
rreeting accurately conveyed the sense of that meeting. IX. McGarrity rrovEd 
that the minutes be acceptEil. Dr. Ahmed secorrled the motion. By a voice 
vote, the rrotion to accept the minutes of the February 8-9, 1982, meeting 
was lUlanirrDusly carrie:]. 

III. PROPOSED PROHIBITION 

Dr. Baltimore notai that the prq:;osal (tabs 1066, 1067, 1068, 1075, 1076) 
oovancEd by Dr. Richard GJldstein of Harvard Medical Schcx:Jl and Dr. Richard 
tbvick of the Public Heal th Researdl Inst i tute of New York, wuuld aITEm the 
Guidelines to prohibit "the cot1.struction of biological ~ap:ms by rrolecular 
clonirg." He said the pr-q::osal generated tremerrlous initial symr.ethy 
t~cause the concept of biological warfare is horrible. 

Dr. 8al t imore sa id he fe It the proposal is based on Irs. Hov i ck am 
Goldstein's r:;erception that use of recanbinant DNA teclmology for bio-
logical warfare is not cCNerei by the BiolOJical Weapons Convf:ntion. 2 The 
Convention r \\hich prohibits biological warfare, was signe:J by the lliited 
States in 1972. Dr. I3altilTDre said he ha:1 questioned the United States 
Arms Control and Disarmament Agency in 1975 as to whether the Biological 
Wear::ol1S Convention prohibi ts prcxiuction of recanbinant r::NA rrolecules for 
the construction of biological W2arons. The Atms Control and Oisanna1rent 
Agency, in reply (tab 1067) to his inquiry, stated that lithe use of recan-
binant DNA rrolecules for sum purposes clearly falls within the sco}:e of 
the Conventionls provisions." 

Dr. Baltimore felt it was extremely imrortant that any action taken by R:\~: 
bolster the Biological Weapons Convention and raise no suggestion that the 
treaty is insufficient. He sairl he wishtd to be recorded as statirg the 
Biological 'tJea};Ons Convention prohibits the use of recanbinant DNA technol<XJY 
to proouce biolcgical weaJX)ns. He also wish€·d recorded his sentiment that 
any RAe action should suplXJrt tbe treaty language. 

------------------
2The formal nane of this Convention is: Convention on the Prdlibi tion 
of IEvelopment, Prcx]uction, am Stockpiling of BacteriolOJical 
(Biological) am 'Ibxin Woarons am 0[1 Their Lestrtlction. 
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Dr. Balti.rror-e notEd that Mr. James Geor:ge of the 0nitEd States Ar:ms Contr-ol 
and Disarmament Agency, in a letter of June 8,1982 (tab 1075), had suggested 
alternative language to the Goldsteirr-N::>vick pr0p.)sal, as folla...-s: 

"The use of recanbinant DNAs for development of microbial 
or other biolc:gical .;gents, or toxins, of ty{:es or in 
quantities that have no justification for prophylactic, 
protective or other peaceful purroses, is ft'"ooibi ta:). II 

Dr. Baltirrore said this suggested language, ...tlich is taken largely from 
the treaty, \\Quld reinforce the Biolcgical Weapons Convention. He moved 
acceptance of the language prop:>sed by Mr. George. Mr. Mi tC'nell seconded. 
Dr. Harris concur reo with Dr. Baltilnore's opinion; she added that the dis-
cussion served a useful purpose by permitting a public expression of concern. 

Dr. Bal tirrore then suggeste::'l an amerdment to his motion: he pn:posed 
that the phrase "the use of recanbinant DNA rrethodolcgy for development" 
replace the phrase "the use of recanbinant tNAs for develq:m1ent." 
Mr. Mitchell agreed. 

Dr. Goldstein said he would not sUHXlrt lX. Baltirrorefs proposal. He said 
he had suggested the proposed prohibition on the broadest mor-al and ethical 
grounds. lIe said that RAC was resJ:Onsible for OJerseeirg recanbinant Il'lA 
research and, therefore, of overseeing l)?part:rrent of D::!fense (roD) endea\nrs 
in this area. He said that in 1980 DOD spent about $16 million on their 
biolCX]ical research program. He said that the bulk of the ITOney was sf:Ent 
on defensive systems. He said that a very thin line exists between offensive 
and defensive studies in biological warfare. 

Dr. Goldstein said the Biological Weapons Convention has no mechanism by 
v.hich to rronitor or enforce canpliance. He recounted sare alleged inci-
dents in the Soviet Ohion and Cuba which, because no means of verification 
exist, could be interpreted as violations of the treaty. He argued that 
the world situation, \<.hieh rEquires COD to sp?ril substantial funds on 
defensive systems, rEquires that RAC issue sare firm staterrent prc:hibiting 
the development of biological weatxJns usillJ recanbinant tedmolcgy. 

Dr. Mason said the idea of deliberate construction and release of agents 
which cause disease am death is absolutely appallirg. He feara:], however, 
that the Goldstein-Novick arreronent might create the presLnnption that 
the 1972 Biological Weapons Convention does not apply to recombinant DNA 
research. He felt, in addition, that the material submitted by Drs. Goldstein 
am NJvick alrrost by innuemo suggests that the Ulited States is violatirq 
the treaty. He said that RAC eooorserrent of the Cbldstein-Novick a:rreOOITEnt 
might be interprete::l as RAe agreanent wi th these innuemos. IX. Haron 
said that if the Guidelines were to be arrended to include sare pn:nibition, 
he \oK)ulil prefer the George-Bal tinore lall]uage to the Golds te in-1\bvick prq:osal. 
However, he did not feel the Guidelines should b2 used to attanpt to reoolve 
this isslE. He warnErl that incorporatil"l:] larguage p:-ohibitirq biolcgical 
warfare into the Guidelines could inhibit possible future rroV"eS to make 
the Guidelines voluntary or abolish the Guidelines. He said that if it is 
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felt that RAC should do anythi~, a RAC resolution on the topic, inder:endent 
am separate fran the Guidelines would be more appropriate. Dr. McKinney 
agreed; he oppose:] both the Goldstein-Novick proposal and the I3altillOre 
nntion. Mr. Daloz said that he supp::>rtec:l the language in Mr. C'.eorge's letter. 

Dr. Ahmed quoted from Article I of the Convention: 

"Each ••. Party ••• undertakes never in any cir~stance to develop, 
produce, stockpile, or otherwise acquire or retain: 

(1) Microbial or other biolcgical agents or toxins, v.hatever 
their origin or method of production, of types and in 
quantities that have no justification for prophylactic, 
protective or other peaceful purposes; 

(2) Weapons, equipment, or means of delivery designm to 
use such agents or toxins for hestile purp:>ses or in 
anned conflict." 

Dr. Ahrred said that a key word, "research," was missing fran the phrase "to 
develop, proouce, stockpile, or otherwise acquire or retClin." He suggeste:1 
that while the word "develop" might encompass research, "develop" may also 
be strictly interpreted as an industrial activity or as a large development 
pn:q-ram. He said that the George lanCJuaqe, consistent with the Convention, 
may not cover research; therefore, the Baltimore motion would not encompass 
the total concern. Dr. Ahmed then asked the roD representative whether 
the Biological Weapons Convention applies to research activities. 

Mr. Thornton recognized Dr. Ibbert Mikulak of the Arms Control am Disarma-
ment Agency. Dr. Mikulak said he wished to make several PJints. He said 
the Arms Control and Disarmament Agency had no objection be the NIH incor-
porati~ language dealing with biological weapons into the Guidelines £Or 
Research lnvol ving Recanbinant Il'V\ t-blecules. The Convention includes 
provisions Lmder which governments may pass a:iditional legislation or 
regulations to implement the Convention in their own territory. The Anns 
Control and Disarmament Agency hoo, however, suggestoo language whim the 
agency feels is more similar to the language of the Convention. Fewer 
~oblems of inte~etation will arise with language similar to the Bio-
logical Weapons Convention than might arise from substantially different 
language. He noted that the language propose:1 by the Agency hOO been 
rroved by Dr. Bal tirrore. 

Dr. Mikulak said that the Arms Control arrl Disarmament h;Jency does not dis-
tinguish bet~en offensive am defensive biological ~ap:ms. Both are bio-
lo:3'ical weapons aro, thus, prooibitEd by the treaty. The nBjotiatEd history 
of the Biological Weapons Convention makes absolutely clear that possession 
of biolOJical weapons, even for defensive purposes, is prohibitEd; a rarty 
state is not permitted these weapons regardless of the stated intent. 
Dr. Mikulak said that concern hcd been expressed by Dr. Ahmed that 
Article I of the Convention might not prohibit research on biological 
weapons. He said that in his interpretat~on, the first Article of the 
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Convention is extremely broad; it prch wi ts not only develcping-, prcrlucing I 
and stockpilirg, but uses the formulation "or otherwise acquire or retain." 
In his interpretation of that formulation, any activity for biological 
weapJf1S purposes, includil"X] research, would re prooibited. 

Mr. Thornton then recCX]nized Dr. William Be ise 1 of the f:epartment of 
IEfense, IEp3rbrent of the Army. fr. Beisel said roD currently is not 
involved in research on biological weapons. When the United States signed 
the Biological Wea}:Ons Convention, the entire research structure for the 
creation of such weapons was disrrantled. Any weapons in storage at the 
Pine Bluff Arsenal in Arkansas were destroyed. The mctnufacturing plant 
at the Arsenal in Pine Bluff was tUrnEd over to the Fm to becone the 
National Center for 'Ibxicological Research. The large laboratory at 
Fort Cetrick, in Frooerick, Marylard, was turnffi CNer to the National 
cancer Institute to become the Frederick Cancer Research Facility. 

Dr. Bei~l said the United States Army Medical Research Institute of Infec-
tious Diseases (USAMRIID) at Fort !::Etrick is currently engaged in medical 
defensive research. The prOjram is entirely unclassifia:'l am any individual 
can cane am visit. '!he pr-ogram focuses on diseases that could threaten 
U.S. trocps or, secordarily, the U.S. population. He said the Centers for 
Disease COntrol (CDC) is officially responsible for defending the civilian 
popUlation fram a biological warfare attack. USAMRlID collaborates very 
closely with the COC in that endeavor. Dr. Beisel said the tEAMRIID pr-ogram 
is attempting to Oevelop vaccines or other prophylactic measures, and to 
develop rrethods for retter, earlier, diagnosis. All of the researm is of 
a public health nature. Dr. Beisel said vaccines develcped by the USAMRIID 
program have on occasion been transmitted around the wodd am given to 
other governments. 

Dr. McKinney noted that there are no prohibited experiments in the current 
Guidelines and said he OPlX'Sed both the Goldstein-Novick. proposal am 
Dt-. Bal tiITore' s motion. 

Dr. Baltimore said that perhaps a resolution of the RAC would be ade-
quate. He said that it could be misread as a lack of concern fOr the 
RAC to do nothitxT. 

Dr. Nightingale trought it was necessary for MC to iSSLE oome statement 
concerning biological weafOns am recanbinant DNA technol~y. What the 
statement is am how to make it neEds to be diseus.92d. C!1e purpose of 
the Guidelines is to r;:ermit public participation in the fonnulation of 
policy. In this Ci3.se, the [Oliey exists 9:) a statanent fron RAC would be 
an affirmation or endorsement of existing public policy. Such a statement 
within the content of the Guidelines would be appropriate. She said that 
a second function of the Guidelines is to protect the public; and, thus, 
insertion of a statement on biological weapons in the Guidelines is 
appropriate. She preferred that language be intrcxluced into the Guidelines; 
language in the Guidelines would constitute a permanent record rather than 
a one time resolution. If such language were to te included in the Guide-
lines, she did not think the Guidelines would necessarily became hostage 



to "permanency" as suggested by IX. Mason. She said she would prefer MC 
isslE a brocd statement which avoirled ambiCJui ties about who is beirg 
deferiled or row. She suggestEd, in ajdi tion, that the section of the 
Guidelines dealing with the Federal Interagency Advisory Cammittee on 
Recombinant DNA Research be expanded; that Section should list the Inter-
agency Camnittee membership (including DOD) and explicitly indicate that 
DOD, as well as the other members of the Committee, have agreed to abide 
by the NIH Guidelines for Research Invol vinJ Hecanbinant DW\ Molecules. 
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Dr. NightinJale also noted that the Canmission on Life Sciences of the 
National AcadEmY of Sciences (N'\S) has refused to conduct a study requested 
by the roD via the ward on Army Science am 'I'echnolcgy of the Canmission 
on Engineering and Technical Systems. Most of tbe work in that study was 
to IX' classifiED am the Nl\S Conmission on Life Sciences has establishe:i 
the principle that it will not do classified wvrk. 

Dr. NightifXJale said the ms Canmission on Life Sciences was llI1willilYJ 
to conduct studies on biological warfare defense but agreed to coop=!rate 
wi th the Board of Anny Science am Technolcgy on a mycotoxin study. 
Mycotoxins 'M'2re classified as chemicals. She asked n:-. Beisel to clarify 
his previous statement that they did no classifioo work. Dr. Bal tirrore 
asked Dr. Beisel to clarify how the medical defense program relates to 
classified work funded by roD. Dr:. Beil3el explaine:i that roD fmds three 
separate research areas: physical defense, medical defense, and intelli-
gence qatheri~. The physiCal defense asr:ects involve lX"otective clothirq, 
decontamination, early warning devices, air sampling, etc. Some of these 
neterials am processes are classifi€d. 

Dr. Berns, referring to the letter (tab 1076) of It:. Kr linsky, asked if 
DOD has more than one Institutional Biosafety Committee (ISC) reqistered 
witll ORDA.. LX. Gartlard replied that several IBCs at military installations 
are re..]istered with ClilllI.: the Walter Real Anny Institute of Researdl am 
u.s. Army Medical Research Institute of Infectious Diseases, the Naval 
Medical Research Institute, and the Uniformed Services lhiversity of the 
Health Sciences. The Naval Biological Laboratories in California uses the 
lBC at the University of California, Berkeley. 

Dr. Berns said that one ~rson whom he greatly res}:ected fOintEd out that 
RAC action could lead to the erroneous distinction that biological warfare 
employing recanbinant DNA is worse than other biological warfare, am 
therefore, oprosed the arnemment. 

Dr. Holmes agreoo it was impxtant to avoid statements conflictirq with 
the Biological Wearons Convention. However, he viewed language aided to 
the Guidelines concerning biological warfare as potentially clarifying 
the Biological WeafDns Convention. He agreed that sane of the Bjological 
Weapons Convention language is vague. He suggestEd that any lal1]uage 
developed by RAe should be clearer. He said he favors the larguage pcopcsed 
by Mr. George, but suggestoo aJdition of the phrase "as rutential biolcgical 
weap::>ns" after the v.Drd "toxins. II 
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Dr. Gottesman said she was concerned with the ql.Estion of row a biolcgical 
wear:on is distinguished from a chemical 1Neap:m. Sc:ne i terns, tnhich would be 
define:] by biolOjists as biolc:gical weap:>ns, might be defined by others as 
chemical weap:ms. She suggested that any language crlcted to the Guidelines 
might inclooe rome definitions of biolcgical weatnns. IX. Gottesma.n sug-
gested that language on biological weafXJns could logically be a3.ded at the 
very beginning of the Guidelines or at the beginninq of Section III. 
Dr. Nightingale agreed; she suggested that the Guidelines might refer to 
the Biolcgical WeapJns Convention am emorse it in pr-inciple ard then 
indicate that the NIH Guidelines deal only with recombinant DNh research. 

Dr. Balt:irrore said that after listenill] to the discussion, he hcrl concluded 
that RAC should not add language on biological weapons to the Guidelines. 
The treaty has been ratifiro by COI"Bress am signed by the President. It 
is the law of the land. He suggested that RAC pass a rerolution eroorsirq 
the treaty am irdicating that recanbinant INA temnolo;:JY is cCNerro by 
the Convention. 

Dr". Mas~m called the qlEstion on D:. Balti.nore's previous motion as amended. 
Dr. Berns seconded the motion. IX. McKinney said that before the vote was 
taken, Dr. Baltbnore srould indicate where in the Guidelines the language 
would te inserted. Mr. Thornton ruled that if IX. BaltiTlDre' s motion was 
p;i.ssed by the RAC, NIH staff M)Uld be given the resp::msiliil i ty for deter'-
mining the appropriate place in the Guidelines to insert the language. 

r-1r. Tnomton said that his rulirq was subject to apr:eal by the MC. N::> 
apP2al was made. By a vote of thirteen in favor, six opposed, am one 
abstention, the question was called. Mr. Thornton then called the vote on 
Dr. Baltimore's motion, i.e., insertion inbo the Guidelines of the following 
larquage: 

"The use of recanbinant rNA metludolo;:JY for develqJJnent of 
microbial or other biological agents, or toxins, of types or 
in quantities that have no justification fiJr prophylatic, 
protective or other ,(leaceful purposes, is prohibited." 

By a vote of six in favor, twelve q:>r:osed, ard two abstentions, the motion 
was defeated. 

Dr. Holroes said he wished to present an al ternative IXq.:xJsal. He said his 
opposition to IX. Baltinnre's motion was not so mum against the intent as 
against the language which was phrased in a ncqative way. Be moved akption 
of the following language, either as a resolution to the Director or an 
amemlTEnt to the Guidelines: 

"Use of recanbinant rNA rretlndolcgy for develq;ment of microbial 
or other biological agents or toxins as biological or chemical 
weafOns is p::-ohihi tEi!, as s,!=£cifiro by the 1972 Biolcgical 
v-.l"earons Convention. fI 



~r. Thornton said that Dr. fblmes should indicate whether the statement 
would be included in the Guidelines or sent as advice to the NIH Director. 
Dr. Holmes replied that he nnved the language as an amendment to the 
Guidelines. Dr. M(f;arri ty secordPd the mot ion. 

~. ~artin then proposed a substitute motion in the form of a resolution 
not to be included in the Guidelines: 

"The Recanbinant INA Mvisory Camni ttee cdvises the Director, NIH, 
that the existing treaty of 1972 [Convention on tbe Prcbibition 
of D2velcpment, Production, am Stockpiling of Bacteriol(XJical 
(Biological) and 'Ibxin WeaPJns am on Their I£struction] includes 
the prohibition on the use of recanbinant INA methxl01cxJY for 
development of microbial or other biological agents, or toxins, 
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of tyr:es or in quantities that have no justification for prophylactic, 
protective or r::eaceful purlXlses." 

Dr. Scan:lal ios secomed the motion. 

Dr. Almed TIDved to amend Dr. Martin's substitute motion by eliminatirg all 
of Dr. Martin's proposal and adding the following language as originally 
prop:Jsed by Dt-s. Novick am Goldstein to Section I of the Guirlelines: 

"Construction of biological weafOns by rrolecular cloning 
is prohibited." 

'The IlDtion was secome:] by Dr. Goldstein. 

Dr. Baltinnre rnaracterized Dr. Ahrred's motion as dangerous in its assump-
tions. He felt Dr. Ahmed's motion implies that the Biological v-.:earons 
Conven tion is amb iguou5 • Dr. Bal t irrore fe 1 t tha t the trea ty was ve ry 
precisely written, with no indication of loopholes or ambiguities through 
which the methodologies of recombinant DNA can be used for the development 
of biological weaponry. He felt including the Goldstein-Novick language 
in the Guidelines could undermine the treaty obligations of the llii teJ 
States and raise the presumption that the use of recombinant DNA technology 
in develcping biolCXJ'ical weapJns is fE'nnissible. Dr. McKinney called the 
question. Dr. Berns seconded. By a vote of nineteen in fa\.Dr, one opposaJ, 
ard no abstentions, the question was called. 

'!he vote then occurred on the arnemment to the substitute as offera::l by 
Dr. Ah.rrEd. By a vote of two in favor, seven teen q:lp::>sed, a m one 
abstention, the RAe refused IX. Ahmed's proposed amendrrent. 

Mr. Thornton then called for discussion on lX". Martin's substitute motion. 
Dr. Holmes said the major difference between Dr. Baltimore's earlier Inotion 
which the RAe ha:'l defeated am Dr". Martin's motion is that IX. Baltirrore's 
motion had involved insertion of text into the Guidelines and Dr. Martin's 
IrOtion is a resolution to the Director. Dr. Holmes opp::>sec1 Dr. Martin's 
Jrotionj he said the lal"'Buage is vague an-I a RAe recamnendation crlviroty to 
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the Director is weaker than lar¥Juage cdded to the Guidelines. Mr. Mi tehell 
sup[X)rted IX. Martin's pror:osal. He said the staterrent reveals the concern 
of the RAC, is an expression in the nature of a rerolution, has imf6ct, 
and is consistent with the Biological weapons Convention. 

Mr. Thornton then called the vote on Ir. Martin's substitute motion. By a 
vote of fourteen in favor, six CPp:::>Sed, am no abstentions, the sutstitute 
notion was cdq:>tEd as the motion before the canmi ttee. Mr. Thornton then 
called the vote on the motion, as follows: 

"The Recombinant DNA Advisory Committee advises the Director, 
NIH, that the existing treaty of 1972 [Convention on the Pro-
hibition of Levelopment, Production, am Stockpilin:] of Bacteri-
ological (Biological) and 'Ibxin WeafOns am on '!heir D?struction] 
includes the prohibition on the use of recanbinant INA metludol03Y 
for development of microbial or other biological agents, or toxins, 
of t:y"p2s or in quantities that have no justification for prcphy-
lactic, protective or peaceful purposes." 

By a vote of fifteen in favor, five cpp:>sed, am no abstentions, the MC 
crlcpted the rrotion. 

Dr. Ahrred rffluesta1 that his vote a]ainst the motion be recorded. He said 
he votEd against IX. Martin's IlIOtion as he felt there were problems with 
it; nonetheless, he felt it is irnrnrtant to address the iSSLE. He sug-
gested that RAe crldress the question at future meetings. Dr. Goldstein 
also rEquestro that his vote ajainst the motion be recorded. He said he 
c:pposed the motion for the reasons statEd by lX". Ahmed am aIm because 
Dr. Martin's motion does not charge the status ~. 

Dr. Nightingale suggested that the Director might have the resolution 
printed as r:art of the Guidelines. Mr. Thornton said any decision to 
publish the resolution was at the discretion of the Director. 

Dr. Goldste in asked i f it was r::ossible to \IOte on IX. Holmes I mot ion. 
Mr. Thornton said that procedurally a motion to reconsider the vote on 
Dr. Martin's motion would be in order until the meetirq is cdjourne:L tb 
motion to reconsider was offered at that time. 

IV. PROPOSED REVISICN OF APPENDIX A, SOBLIST F 

Dr. Friedman introduced the proposal (tab 1069) fran IX. Gary M. DlI1ny of 
the New York State GJllege of Veterinary Me:Hcine. Dr. Dunny requested 
that Streptococcus agalactiae be added to Appendix A, Sublist F. Dr-. DUI1ny 
argued that ~ a~alactiae srould be cdded to this sublist as it exdlarges 
genetic informatIon with other Streptococcus species included in Sublist F. 

Dr-. Gottesman noted that the current Guidelines sp:!cify PI containnent for 
Dr. Dunny's prOfOsed exr:eriments. She said that the data subnittErl by 
Dr. Dunny in sUrPJrt of this rEquest are marginal; there is no evidence of 



chrarosanal exchange. Cr. Friedoon added that Dr. DLUmy's data show only 
that an antibiotic resistance gene carriErl by a pIasrni~ is expressed by 
the recipient species. IJt:o. Friedman then rroved that Dr. Dunny's request 
to include S. agalactiae in Appendix A, Sublist F, be denied; he suggested 
that Dr. Dunny be informed that PI conditions are indicated under the cUr-
rent Guidelines. IX. Wensink secon.led the motion. By a vote of twenty' 
in favor, none op[Xlsed, am no abstentions, the motion to deny Dr. Dunny' 5 
request was carriei. 

v. PROPOSED REVISION OF THE GUIDELINES 

Dr. Nightingale began discussion of the modifications (tabs 1071, 1072, 
1074) to the Guidelines proJX>Sed by the v.,Torking Group on Revision of the 
Guidelines. She recalled to the cO"mnittee that the MC at its February 
8-9, 1982, rreetiry recarurended that NIH accept a propose:] rrodification 
of the NIH Guidelinps for Research Involving Recanbinant rnP. Molecules. 

In recommending this modification to the NIH, the committee recammended 
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that a working group be fanned to further simply am rrodify the doa.unent. 
The NIH, following this recamrendation, pranulgated the Revised Guidelines 
on April 21, 1982. An ad hoc Working Group on Revision of the Guidelines 
was formed am convenedfor a reetin;) on April 19, 1982, to further ITOdify 
the document p:-anulatea on April 21, 1982. IX. Nightingale said the working 
group attempted to clarify and simplify, wherever possible, the structure 
am larquage of the Guidelines, to suggest charges apprq:>riate in light 
of available data, and to recommend future activities in the area of guide-
line review and revision. 

Dr. Nightirgale then irxHcatej four major prcposed rrodifications offerEd by 
this W'Jrkin:r group. First, the \rorkirq group had suggested the pr-esentation 
of the Guidelines be rearrarged primarily by placing the description of phys-
ical and biological contairnnent into appendices. Second, the workirg group 
recCl1111En:1ed that the MC am NIH a:::lq:>t for the Guidelines a revised wrsion 
of the 1974 CDC Classification of Etiologic Agents on the Basis of Hazard. 
The workirq- group also sugg2stErl that the MC assurre resy:onsibility for 
regularly updating the listing. Dr. Nightingale explained that the originul 
1976 Guidelines used the Classification of Etiologic Agents on the Basis 
of Hazara, 4th Edition, July 1974, U.S. Department of Health, Education, 
am Welfare, Public Health Service, Center for Disease Control (CCC), a,s 
the reference source for classification of microorganisms for the purposes 
of the Guidelines. At the present time, the CDC and the NIH are errjaged 
in an effort to revise this classification. The WJrkirg group, however, 
felt that this rev'ised version might not serve the purp:::lses of the Guide-
lines as well as the original 1974 version as revised. ~. Nightingale 
said this is the only txq:.osal of the workirg groop that received a letter 
of canment. IX. Berns said he wished to reply to an issue raised by 
~. John Richardson of the ax: in a letter of June 10, 1982 (tab 1074), 
concerning the proposErl revision of ApI.=€ndix B for the pUrp:Bes of the 
NIH Guidelines. Dr. Berns said the prq-;osed revised classification would 
classify Rabies street virus as a Class j agent for all Pt:'ocedun~s. 
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Dr. Richardson suggested that a. Class 2 designation was cdequa te. Dr. Berns 
said he hOO discussed the issue with Dr. Richardron, and they hed agreed 
that a Class 3 sp:;ocification for Rabies street virus was more apprcpriate 
for the purposes of the NIH Guidelines; investigators following the NIH 
Guidelines !{,QuId Hore IXotably be usin:J quantities of viruses greater than 
the quantities needed for diagnostic purposes. The CDC classification 
is based on use of diagnostic quantities. 

'lttird, Dr. Nightingale said the v.orkil'"B group hed discussed at length the 
role am resf'Onsibilities of the mcs. They notro that a greater burden ha:'l. 
been placed on the IBCs by the April 21, 1982, revision of the Guidelines. 
The workifXj group discussed whether PAC smuld collect information about 
me functions. Che suggestion was that a questionnaire be sent to all IBes. 
Mr. Mitchell canrrentErl that the mes have been delegated a great deal of 
responsibility, but RAC has little data on the actual functioning and 
effectiveness of the IBCs. He suggested that rome mechanism of sFEcific 
communication between RAC and the IBCs should be developed. 

Fourth, Dr. NightiTBale noted that the workiTYj group suggestEd an oO?oirg 
process of review and revision of the Guidelines; such a process should 
occur with some regular periodicity, perhaps once a year. 

Mr. Thornton suggested that RAC proceed through the proposed revisions 
of the Guidelines section by section; arnemments could then be offerEd 
in an orderly fashion. He requested a fonnal motion to .:dopt the pro-
posed revised Guidelines as they appeared in the Federal Register of 
May 26, 1982 (tab 1072). Dr. Ahmed so rn:Jved, and IX. Berns seconded the 
JrOtion. Dr. Mason offere:l an aIT.emrnent to canmen:3 the working group for 
its outstanding efforts in generating the proposed document. Dr. Ahmed 
acceptEd the arrerdment as did Dr. Berns. 

Beginning with Section I of the Guidelines, Dr. Baltimore questioned 
the words "r:otentially harmful polynucleotide" in the secorrl para::]raph 
of Section I-B, Definition of Recombinant DNA Molecules. He asked how 
synthetic rNA. segments could yield "potentially hamful polynucleotides" 
other than I::eing translated to "potentially harmful ro1ypeptides". 
Dr-. V<."'ensink suggesteJ it might be a trans,fXJsable element. It was a:]reej 
to leave the language as proposed. 

Dr. Bal tiJrore said that a "phannacolcgically active a::Jent" is e:::.Iua.tEd with 
a toxin in Section 1-8. He questioned that language. It was pointed out 
that the text says "e.g., a toxin or a pharmacolcqically active cqent" 
am does not necessarily equate the tl,-,D. Also, the text is identical with 
that in the current April 21, 1982, version of the Guidelines. Dr. Berns 
said the working group determined that proposals to clone genes for certain 
biolc:gically active r:ol~ptides slnuld I::e carefully evaluatoo, as \>II'2re 
prqX)sals involving toxins. The language of Section III-A-l am ApfBndix 
F have heen mcx'lified to reflect this intent. Dr. Berns said these sections 
s[€cify the LD50s that define "biologically active polypeptides." It was 
agreei to leave the language as prOfX'sed. 



Dr. Nightingale then reviewed the proposed changes in Section III. She 
noted that a "caution" hoo been cdded to Section III~-3. That caution 
is as follows: 

nCAurION: Special care soould be used in the evalua tion 
of containment levels for experiments which are likely 
to either enhance the retrogenicity (e.g., insertion of 
a host oncogene) or to extend the host range (e.g., 
introouction of nOJel control elements) of viral vectors 
under conditions Mlim pemit a productive infection. 
In such cases, serious consideration smuld be given to 
raising physical containrrent by at least one level." 
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Dr. NightiI"X]ale said this is one instance where new information suggeste:3 
that a caution be a:lded. IX. Ahmed asked to whom the caution was aldressed. 
Dr. Berns replied that the caution is cddressed primarily to the me. 
Dr. Ahmed asked if the phrase "consideration by the !Be" should be aJded. 
He felt the caution as prcposed apfearoo parenthetical; the me srould be 
cited rrore explicitly. Dr. Berns did not accept Dr. Ahmed's suggestion as 
he felt resj:Onsibility srould be incumbent on both the investigator am 
the IBe. IX. Ahmed wi thdrew the proposal. 

Dr. Nightirgale asked if IX. Ahrred, as the maker of the motion, YOJld 
agree to strike the work "viral" in Section III-B-2-a. '!he language 
reajs in r:art: 

IlRecanbinant I:NA experiments in which I:NA fran Class 4 agents 
is transferred into nonpathogenic prokaryotes or lo~r eukaryotes 
can be rerformed at P2 contairment after demonstration that only a 
totally and irreversibly defective fraction of the agent's viral 
genane is pr-esent in a given recanbinant." 

Dr. Berns explained that currently all Class 4 agents classified in 
Apy:en::Ux B are viruses. That situation might, however, chal1:Je in the 
future, aOO deleting the word "viral" in Section III-B-2-a would prov.ide 
greater flexibility. Dr. Ahmed a]ree:l to delete the worn "viral. l' 

Dr. Gottesman noted that language fran Sections III-B-2-a and III-B-2-b of 
the April 21, 1982, Guidelines haj been canbinErl by the workin;-; groop into 
a new Section III-B-2-a. In SJ doing, the YKlrkirq group hal m::>ved exreri-
ments involvin:.r a totally am irreversibly defective fraction of Class 4 
agents into Section III-B-2-a am delegated authority to the mc to lo~r 
contairment on experiments involvin::J these cgents. 

Dr. Nightingale rrentioned the ina::lvertent anission in Section III-B-4-a of 
larquage deal ing with (Em petroi ts for workinj wi th Class 5 agents am sug-
gested suitable language be inserted analogous to that follPd at the em of 
Section III-B-2-b. Mr. Thornton asked if r:r. Ahrred would cgree to insertion 
of such language in Section III-B-4-a. IX. Ahmoo agrero as did IX. Berns. 
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Dr. Nightirgale th€n refer-r-ro to Section III-C, Expedments that R~ir-e 
IBC Notice Simultaneously with Initiation of Experiments. The first sen-
tence of this section reajs as follows: 

"Experiments not included in Section III-A, III-B, III-D, 
am subsections of these sect ions are to be cons iderErl in 
Section III-C. II 

She said the wurking group was concerne::l with the language of this section. 
They noted that non-exempt experiments which might merit mor-e stringent 
review by RAC or by the me prior to initiation of the experiment might 
not be adequately described in Sections III-A and III-B and, thus, would 
autanatically fall into Section III-C. Dr". NightirlJale suggested that 
a reference be added at the end of the first paragraph of Section I!I-C 
drawinj the reaJer's attention to the first two paragraphs of Section 
IV-A, which emphasizes the responsibility of the institution and those 
asmciated with it. Dr. Nightin:]ale said the clause 8l1phasiziTl3 
institutional responsibility in Section IV-A ought to r-ead: 

tI'Iherefore, it is the resFQnsibility of the Institution am 
those associated with it to adhere to the intent of the 
Guidelines as ... ~ll as to the ir sreci fics. II 

'Ihe RAe agreed that the I,t,Drd "intent" should be substituted for the v.ord 
11puq:osett vmich was used in the version prq::osed by the workirq group. 
Dr. AhmEd agreed to a::'ld a reference to Section IV-A in Section III-C and 
to substitute the word 11 in tent '1 for the word "purpose" in the language of 
Section IV-A. r:r. Berns agreed. 

Dr. Bal tinore questioned why low-risk onCOjenic viruses hcrl been classifia::1 
in prop::>sEd Appendix B as Class 2 agents. He said moot are not hurran F6tho-
gens at all, am oony are innocuous. He felt that classifyifB lew-risk 
oncogenic viruses as Class 1 agents and moderate-risk oncogenic viruses 
as Class 2 agents \\O..lld be more rearonable. Dr. Berns did not agree 
completely; he felt some of the moderate-risk oncogenic viruses, such as 
Herpesvirus saimiri ot" EB virus, should re classifia:l as Class 3 agents. 
Dr. Baltirrore agreed that Heq:esvirus saimiri might be classified as a 
Class 3 agent but felt Pous sarcana virus srould be classified as Class 1. 
Dr. Berns agreed that the list warranted closer looking at, but he did not 
feel that this RAC meetirg was the appropriate time for such a virus by 
virus review. IX. McKinney pJinted out that 1:>2 provides the investigator 
wi th physical protection that is desirable am necessary for workiTX] wi th 
these agents. He suggested low-risk oncogenic viruses sbould be used 
under Class 2 containment cord i Hans. Dr. Bal tirror-e note:'l that in the 
cur-rent Guidelines a listing is given in Appendix B of low-risk and 
moderate-risk oncogenic viruses, but no containment relative to the Guide-
lines is s~cified. 'Ihe profX)SErl revised Guidelines include the state-
ments that law-risk onccqenic viruses "smuld be treated as Class 2 agents" 
am m::xlerate-risk oncogenic viruses "should be treated as Class 3 agents. n 

Therefore, this involves an increased strillgency of the lXcposed revised 
Guidelines for these agents. 
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Dr. Brill questioned the inclusion of all Klebsiella strains as Class 2 
agents in Apr:erilix B. He said Klebsiella sr:ecies are ubiqui taus. Dr. Ber-ns 
pointed out that Klebsiella was classified as Class 2 in the original 1974 
edition of the Classification of Etiologic Agents; the working group had 
not changed its classification. Dr. Holmes said he could suggest several 
rrodifications to Appen::lix 8: he agreEil with Dr. kichardson that Schistosoma 
mansoni should be Class 2; the Psittacosis-Ornithosis-Trachana group needs 
to be revised; consideration srould be given to grouping Mycobacterium 
leprae with Mycobacterium tuberculosis. Mr. Thornton suggested that a 
working group review the Apf€nJix B list am report to the Me at its next 
meeting. TIle ccnunittee agree:'.!. 

Dr. Nightingale reviewed the prOfX)sed charqes in Sect ion IV, Roles and 
Responsibilities. TIlese modifications include: 

(1) in Section IV-B-2, language was inserted to the effect 
that the IBe I s flresfOnsibilities need not be restricted 
to recanbinant [NZ\," 

(2) in Section IV-B-2-a, the requirement was deleten that 20 
percent of the IBC membership not be affiliated with the 
institution (although the requirement was retained that 
at least t\>.Q IBC members not be affiliated with the 
institution), and 

(3) in Section I\1-B-2-b, lafBuage recanmerdin::j that "at least 
one member be a nondoctoral person from a laboratory tech-
nical staff'1 was m::xHfied to rea:':! flat least one member be 
from the laboratory technical staff. II 

Dr. Berns canrrentEil on the prq:osal to delete the word UnonJoctorru n • He 
said sane members of the workin:J group felt a IInondoctoral II technician 
with actual uhams-on ll experience was most appropriate fur this "slot U 
on the IBe. 

Other members felt that anyone who hOO "hams on" exp::!rience am who was 
not a principal investigator (including technician, researd) associate, or 
post-doctoral fellow) was an appropriate representative of the laboratory 
technical staff. Following much discussion, the term "norrloctoral ll ha:':! 
been delete:'! fran the prq::osed revised Guidelines by the workiTB group. 

Dr. Ahmed questioned why the requirement was deleted that 20 percent of the 
!Be membership be non-affiliated with the Institution. Dr. Berns offen!) 
the example of an IBC just fulfilling the 20 percent specification, but 
wishing to add an additional specialist affiliated with the university. 
wnen this specialist was appointed, non-affiliated representation would fall 
below 20 percent, and the university would have to apIDint another non-
affiliated member. Dr. Berns said the ~rkirg group felt the percentage 
of non-affiliatoo rrembers was not critical as lorg as two non-affiliated 
members were present on the IBe. Dr'. Ahmed fUinted out that on an mc 
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cOTIr:osro of 20 nembers, with two non-affiliate::J rrember-s, non-affiliatEd 
re~esentation would be 10 percent or half of the non-affiliated cam-
p::>sition maruated under the current Guidelines. He said the failure to 
maintain this requirement troubled him. r::r. Mason rointoo out that a 
five-mernbera'l lBe would have at least 40 fer-cent of its membership non-
affiliated. Dr. McKinney said he believed that the institution, which 
ap[X)ints members to the lBe, will resp:>rd to the intent of the Guidelines 
and appoint IBCs of an appropriate composition. 

Moving to the next section, Dr". Nightirgale called the attention of the 
RAe to Section IV-B-2-f. Section IV-B-2-f reads: 

"Institutions are encooraged to cpen lEe meeti~s tD the public, 
whenever possible, consistent with protection of privacy and 
proprietary interests." 

Dr. NightiJ"l::jale said no modifications WEre sugq2ste::'l for this section but 
noted that one member of the working group, Ms. King, felt the issue of 
open meetin::Js soould be evaluatoo at some PJint in the future am that 
open rreetings probably should eventually be required. 

Dr. Nightirgale finally noted the ajdi tion of prcposed la.nguage to Section 
IV-D-4. The proposed language reads: 

"Note: Other Federal agencies hl1ich have a:Jcptoo the NIH 
Guidelines may have the authority to terminate funding to 
their grantees should these grantees not comply with the NIH 
Guidelines. 1I 

She felt this statement is not sufficient and that the section should 
be expanded to include a description of the Federal Interagency klvis:n:y 
canmi ttee on Recanbinant CNA Research am of its membership. IX. Goldstein 
felt that some description of the Interagency Committee would be desirable. 
In particular, a statement that its members have cqreEd to abide by the 
NIH Guidelines should be included. Ct:'. Gottesman suggested that an Aprendix, 
describil'¥J the Interagency Canmittee, its agency llEmbers, am a statement 
that these agencies have agreed to ahide by the Guidelines, b2 a:ldffi 
to the Guidelines. References would 1Je made to this new Ap~ruix at 
(1) Section rv-C-l-a-(4) which t~scribes the Director's responsibility 
for maintaining this committee, and (2) under Section IV-D-4 in place of 
the "Note". Dt'. Ahmed suggested the propose:) App=ndix should alg) des:::ribe 
how the In terac}ency Crnnni ttee was formed, who it rep:::>rts to, am wh at 
responsibilities member agencies have assumed with resp=ct to the NIH 
Guidelines. Dr. Ahmed agree;:] to accept this amerdment, as did Dr-. Berns. 

Dr. Goldstein said he still ha::1 concerns on the potential use of recan-
binant rNA technolO'JY for biolcgical warfare. He notE(] that the fl:';partment 
of D2fense (roD) is a member of the Interagency Canmittee. He said that 
earlier in the meeting MC heard of classifiEd researdl corducte::'l by WD. 
HowEver, several questions on this research haJ not been ans\o.t:'red to 
Dr. r701dstein's satisfaction by the DOD representative. Dr. McCullough 
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said that many DOD biomedical research projects are lnclassified, but there 
are ~ojects in defensive biological warfare techniques and processes that 
are classified. These projects might include aerosol detection devices, 
antibody identification devices, or air sampliT'lJ processes. These are 
not v.eap:>ns. 

Dr. Goldstein asked if the motion made earlier in the meeting concerning the 
use of recombinant DNA technology for biological warfare might be recon-
siderEd. Dr. Ahmed secorded. By a vote of five in favor, thirteen q:>J.X)Se:l, 
and no abstentions the RAC refused to reconsider the earlier motion. 

Mr. Thornton called the attention of the RAC to Part 0 of tab 1072 which 
includes certain sections of the current Guidelines M1idl the w:JrkirB group 
suggestoo deletiT'lJ but which NIH staff felt smu1d be retainEil. He said 
the version which IX. Ahmed hOO lIDVed includes these sections. If any 
member does not approve of the retention of any section, a sred fie JTOtion 
to delete should be made. The sections to be retained are: (1) Section 
I-D-5 of Section I-D, General Definitions, which defines "Director, NIH," 
(2) Section IV-B-5-b and its subsections of IV-a-5, Principal Investigator, 
which deals with submissions by the principal investigator to the NIH, (3) 
Section IV-C-l-b-(l)-(a} and Section rv-C-l-b-(l)-(b} of Section IV-C-l-b, 
Specific Responsibilities of the Director, and (4) Section IV-C-1-b-(2) 
and its subsections which detail certain lesser actions which are the 
resp:msibili ty of the Director. No rrotion to delete any of these 
sections was made. 

Dr. Brill returned to the issue of the classification of Klebsiella as a 
Class 2 agent in Appendix B. He suggested that the languag= in Aprendix B 
'Nhich rea:]s "Klebsiella - all srecies am all serotypes" be mcxli fie:1 to 
rea:] "Klebsiella - all strains known to originate from hUffi3.n am animal 
sources." Dr. Gottesman asked what an investigator would assl..IITe if he 
did not know the source of a strain. Dr. Brill replied that an investi-
gator would ass\.lTTe that p:1rticular Klebsiella strain was a Class 1 a::]ent. 
Dr. Gottesrn:m p:>inted out that no new restrictions ~re l:eing imrosEd on 
investigators working with Klebsiella by the proposed revised Guidelines. 
She questioned the appropriateness of modifying this language at this 
RAe rreetiI"X1 wi tmut data sufficient to formulate a reasonable motion. 
She felt a working group could examine the issue in greater detail. 
Dr. Ahmed agree::] the iSSLE soould be referrEd to a workirg group; he 
felt insufficient infonnation was available at the marent. IX. McKinney 
said the Classification of Etiologic Agents states that "human etiologic 
agents" have been classified. Presumably, those strains of Klebsiella 
classifie:::l in rroposed Appendix B are only the human r:atrogens. Dr. Tolin 
fOinted out that Klebsiella apr;:ears in Sub list A of Apfendix A and, there-
fore, many experiments involvinJ Klebsiella will be totally exempt fran 
the Guidelines. 
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Dr. Holmes suggeste::"l that the RAe might follow ei ther of two q)tions: (1) 
recarunerrl Apr::endix B as proposaj by the workil'lj group, or (2) retain Apr::endix 
B as it apP2ars in the current Guidelines. He said he would sug~st, as 
an arrendrrent, that RAC retain Apr::end ix B as it currently aPfeat:'S in the 
Guidelines. Dr. Berns disagreed; he said few substantive charges ha:'] been 
made in proposed Append ix B, and he would not accept Dr. Eblrres I arrendrrent. 
Dr. Holmes wi tlrlrew his amerrlment. 

Mr. Thornton called the question on IX. Ahrred's motion to recanrrem the 
proposEd revised Guidelines, as amended. By a vote of eighteen in famr, 
none C'pfDsed, am no abstentions, the motion was acceptaj. 

Dr. Nightingale moved that, as suggested by the Working Group on Revision 
of the Guidelines, a RAe WorkiI):"j Group be apPJintro to :reriodically review 
the Guidelines. By a vote of eighteen in favor, none opposed, and no 
abstentions, the motion was accepted. 

Dr. Gottesman said that one isslI? discussed by the Workin::j Group on Revision 
of the Guidelines was me functioning under the revised Guidelines. She 
suggested that a letter might be sent to the IBCs cOlerin:) the followirq 
issues: are the IBCs experiencing problems with the revised Guidelines, 
do the IBCs disagree with RAC in terms of containment, are the Guidelines 
too stringent or too relaxed, does the IBC spend inappropriate arromts of 
time on any problem, how frequently do the canmittees meet, am does the 
canmittee fill other fLmctions for the university, e.g., is the canmittee a 
general biosafety canrni ttee? If the canmi ttee is not a general biosafety 
canmittee, why not? 

Dr. Gottesman said the effort would Obviously be voluntary am the resp:mses, 
therefore, would probably be somewhat biased t but the survey will at the 
minimt.nn raise isstES for (liscussion. 

VI. FUWRE tJ'£ETIl'{; I.lATES 

Dr:". Gartlaril said the next meetirq was s::::heduled for O:::tober 25, 1982. He 
assumed it would be a one day meeting. 

VI I. PRESENTATICN OF CERTIFICATES OF SERVICE AND ADJOURNME.m 

Mr. Thornton said that the June 28, 1982, meeting would be the last 
rreetirg for six RAC rrembers as their terms of 92rvice would expire on ,June 
30. 'The retiring members are Drs. Ahmed, l:£)ldstein, Baltirrore, Pinon, aril 
Ms. Kirq. Mr. Thornton said this meeti~ also was the last session of his 
term. He expressed his deep sense of friendship with many members of the 
Recanbinant rnA Pdvisory Canmittee. He said he hm learna:l much fran the 
merrbers of the canrnittee. Be expressed his thanks to the NIH staff for the 
invaluable support they ha:! given. He also thanked Dr. Jim McCullCl.lgh of 
the Congressional Research Service for his assistance over many years. 



Certificates of service were then awarded to the retiring members. The 
neeting: was a'ljournej at 4:40 p.m. on June 28, 1982. 

Respectively submitted, 

Rapp:>rteur 
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